
318

21 CFR Ch. I (4-1-96 Edition)§ 524.660b

§ 524.660b Dimethyl sulfoxide gel.
(a) Specifications. Dimethyl sulfoxide

gel, veterinary contains 90 percent di-
methyl sulfoxide in an aqueous gel.

(b) Sponsor. See No. 000856 in
§ 510.600(c) of this chapter.

(c) Conditions of use—(1) Indications
for use. For use on horses and dogs as a
topical application to reduce acute
swelling due to trauma.

(2) Amount—(i) Horses. Administer 2
or 3 times daily in an amount not to
exceed 100 grams per day. Total dura-
tion of therapy should not exceed 30
days.

(ii) Dogs. Administer 3 or 4 times
daily in an amount not to exceed 20
grams per day. Total duration of ther-
apy should not exceed 14 days.

(3) Limitations. Do not use in horses
and dogs intended for breeding pur-
poses or in horses slaughtered for food.
Restricted to topical use on horses and
dogs only. Due to rapid penetrating
ability of dimethyl sulfoxide, rubber
gloves should be worn when applying
the drug. No other medications should
be present on the skin prior to applica-
tion of the drug. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.

[40 FR 13873, Mar. 27, 1975, as amended at 48
FR 56205, Dec. 20, 1983; 61 FR 5507, Feb. 13,
1996]

§ 524.900 Famphur.
(a) Chemical name. O,O- Dimethyl O-

[p-(dimethylsulfamoyl)phenyl]
phosphorothioate.

(b) Specifications. The drug is in liquid
form containing 13.2 percent famphur.

(c) Sponsor. See Nos. 011716 and 060594
in § 510.600(c) of this chapter.

(d) Special considerations. Do not use
on animals simultaneously or within a
few days before or after treatment with
or exposure to cholinesterase-inhibit-
ing drugs, pesticides, or chemicals.

(e) Related tolerances. See 40 CFR
180.233 under the chemical name.

(f) Conditions of use. (1) The drug is
used as a pour-on formulation for the
control of cattle grubs and to reduce
cattle lice infestations.

(2) It is used at the rate of 1 ounce
per 200 pounds body weight, not to ex-
ceed a total dosage of 4 ounces, applied
from the shoulder to the tail head as a
single treatment. It is applied as soon

as possible after heel fly activity
ceases. Do not use on lactating dairy
cows or dry dairy cows within 21 days
of freshening, calves less than 3 months
old, animals stressed from castration,
over-excitement or dehorning, sick or
convalescent animals. Animals may be-
come dehydrated and under stress fol-
lowing shipment. Do not treat until
they are in good condition. Brahman
and Brahman crossbreeds are less tol-
erant of cholinesterase-inhibiting in-
secticides than other breeds. Do not
treat Brahman bulls.

(3) Do not slaughter within 35 days
after treatment. Swine should be elimi-
nated from area where run-off occurs.

[40 FR 13873, Mar. 27, 1975, as amended at 49
FR 34352, Aug. 30, 1984; 57 FR 7652, Mar. 4,
1992; 59 FR 28769, June 3, 1994]

§ 524.920 Fenthion.
(a) Chemical name. O,O-Dimethyl O-[4-

(methylthio)-m- tolyl]
phosphorothioate.

(b) Specifications. (1) The drug is in a
liquid form containing 3 percent of
fenthion.

(2) Sponsor. See No. 000859 in
§ 510.600(c) of this chapter.

(3) Special considerations. Do not use
on animals simultaneously or within a
few days before or after treatment with
or exposure to cholinesterase-inhibit-
ing drugs, pesticides, or chemicals.

(4) Related tolerances. See 40 CFR
180.214.

(5) Conditions of use. (i) The drug is
used as a pour-on formulation for the
control of grubs and lice in beef and
nonlactating cattle.

(ii) It is used at the rate of one-half
fluid ounce per 100 pounds of body
weight placed on the backline of the
animal. Only one application per sea-
son should be made for grub control
and this will also provide initial con-
trol of lice. A second application for
lice control may be made if animals be-
come reinfested, but no sooner than 35
days after the first treatment. Proper
timing of treatment is important for
grub control; cattle should be treated
as soon as possible after heel-fly
activity ceases. Cattle should not be
slaughtered within 35 days following a
single treatment. If a second applica-
tion is made for lice control, cattle
should not be slaughtered within 45
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days of the second treatment. The drug
must not be used within 28 days of
freshening of dairy cattle. If freshening
should occur within 28 days after treat-
ment, do not use milk as human food
for the balance of the 28-day interval.
Do not treat lactating dairy cattle;
calves less than 3 months old; or sick,
convalescent, or stressed livestock. Do
not treat cattle for 10 days before or
after shipping, weaning, or dehorning
or after exposure to contagious infec-
tious diseases.

(c) Specifications. (1) The drug is in a
liquid form containing 20 percent
fenthion.

(2) Sponsor. See No. 000859 in
§ 510.600(c) of this chapter.

(3) Special considerations. Do not use
on animals simultaneously or within a
few days before or after treatment with
or exposure to cholinesterase-inhibit-
ing drugs, pesticides, or chemicals.

(4) Related tolerances. See 40 CFR
180.214.

(5) Conditions of use. (i) The drug is
used for control of cattle grubs and as
an aid in controlling lice on beef cattle
and on dairy cattle not of breeding age.

(ii) It is applied as a single applica-
tion placed on the backline of animals
as follows:

Weight of animal Dosage
(milliliters)

150 to 300 lb ....................................................... 4
301 to 600 lb ....................................................... 8
601 to 900 lb ....................................................... 12
901 to 1,200 lb .................................................... 16
Over 1,200 lb ....................................................... 20

For most effective results, cattle
should be treated as soon as possible
after heel-fly activity ceases. Host-
parasite reactions such as bloat, saliva-
tion, staggering and paralysis may
sometimes occur when cattle are treat-
ed while the common cattle grub
(Hypoderma lineatum) is in the gullet,
or while the northern cattle grub (H.
bovis) is in the area of the spinal cord.
Cattle should be treated before these
stages of grub development. Consult
your veterinarian, extension livestock
specialist, or extension entomologist
regarding the timing of treatment. If it
is impossible to determine the area
from which the cattle came and/or
exact stage of the grubs, it is rec-
ommended that the cattle receive only

a maintenance ration of low-energy
feed during the treatment period. This
lessens the likelihood of severe bloat
which may occur in cattle on full feed
when the common grub is killed while
in the gullet. A second application is
required for animals heavily infested
with lice or for those which become re-
infested. A second application should
be made no sooner than 35 days after
the first treatment.

(iii) Do not treat dairy cattle of
breeding age; calves less than 3 months
old; sick, convalescent, or severely
stressed livestock.

(iv) Do not treat cattle for 10 days be-
fore or after shipping, weaning, dehorn-
ing, or after exposure to contagious or
infectious diseases.

(v) Do not slaughter within 45 days of
treatment.

(d) Specifications. (1) The drug is a so-
lution containing either 5.6 or 13.8 per-
cent fenthion. Each concentration is
available in 2 volumes which are con-
tained in single-dose applicators.

(2) Sponsor. See No. 000859 in
§ 510.600(c) of this chapter.

(3) Special considerations. Fenthion is
a cholinesterase inhibitor. Do not use
this product on dogs simultaneously
with or within 14 days before or after
treatment with or exposure to cholin-
esterase-inhibiting drugs, pesticides, or
chemicals. Do not use with flea or tick
collars.

(4) Conditions of use—(i) Amount. Four
to 8 milligrams per kilogram of body
weight.

(ii) Indications for use. For flea con-
trol on dogs only.

(iii) Limitations. Apply the contents
of the proper size, single-dose tube di-
rectly to one spot on the dog’s skin.
Frequency of repeat treatments de-
pends upon rate of flea reinfestations.
Do not use more often than once every
2 weeks. Treatment at 2-week intervals
is not to exceed 6 months. Do not use
on puppies under 10 weeks of age. Do
not use on sick, stressed, or convalesc-
ing dogs. Safe use in breeding males
has not been established. Federal law
restricts this drug to use by or on the
order of a licensed veterinarian.

[40 FR 13873, Mar. 27, 1975, as amended at 41
FR 16656, Apr. 21, 1976; 42 FR 58741, Nov. 11,
1977; 45 FR 62425, Sept. 19, 1980; 50 FR 19169,
May 7, 1985]
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§ 524.960 Flumethasone, neomycin sul-
fate, and polymyxin B sulfate oph-
thalmic solutions.

(a) Specifications. Each milliliter of
ophthalmic preparation contains 0.10
milligram flumethasone, 5.0 milligrams
neomycin sulfate (3.5 milligrams neo-
mycin base), and 10,000 units of
polymyxin B sulfate, with or without
hydroxypropyl methylcellulose.

(b) Sponsor. See No. 000856 in
§ 510.600(c) of this chapter.

(c) Conditions of use—(1) Amount—(i)
Preparation containing hydroxypropyl
methylcellulose. Dogs: 1 to 2 drops per
eye, every 6 hours.

(ii) Preparation without hydroxyproply
methylcellulose. Dogs and cats: 2 to 3
drops per eye, every 4 hours.

(2) Indications for use. Treatment of
the inflammation, edema, and second-
ary bacterial infections associated with
topical ophthalmological conditions of
the eye such as corneal injuries, incip-
ient pannus, superficial keratitis, con-
junctivitis, acute nongranulomatous
anterior uveitis, kerato- conjunctivi-
tis, and blepharitis.

(3) Limitations. (i) In treating oph-
thalmological conditions associated
with bacterial infections, the drug is
contraindicated in those cases in which
microorganisms are not susceptible to
the antibiotics incorporated in the
drug.

(ii) The drug is contraindicated in in-
fectious tuberculous lesions of the eye,
early acute stages of viral diseases of
the cornea and conjunctiva, herpes
simplex lesions of the eye, and fungal
infections of the conjunctiva and eye-
lids.

(iii) The usual precautions and con-
traindications for corticosteroids and
adrenocorticoids are applicable with
this drug. Corticosteroids may inhibit
essential inflammatory responses in-
trinsic to the fundamental healing
mechanism. Adrenocorticoid com-
pounds have been reported to cause an
increase in intraocular pressure. Intra-
ocular pressure should be checked fre-
quently. Ocular reexaminations should
be made at frequent intervals during
long-term therapy.

(iv) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.

[44 FR 16012, Mar. 16, 1979; as amended at 61
FR 5507, Feb. 13, 1996]

§ 524.981 Fluocinolone acetonide oph-
thalmic and topical dosage forms.

§ 524.981a Fluocinolone acetonide
cream.

(a) Specifications. The drug contains
0.025 percent fluocinolone acetonide.

(b) Sponsor. See No. 000033 in
§510.600(c) of this chapter.

(c) Conditions of use. (1) The drug is
indicated for the relief of pruritus and
inflammation associated with certain
superficial acute and chronic
dermatoses in dogs. It is used in the
treatment of allergic and acute moist
dermatitis and for the relief of super-
ficial inflammation caused by chemical
and physical abrasions and burns.

(2) A small amount is applied to the
affected area two or three times daily.

(3) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.

§ 524.981b Fluocinolone acetonide so-
lution.

(a) Specifications. The drug contains
0.01 percent fluocinolone acetonide in
propylene glycol with citric acid.

(b) Sponsor. See No. 000033 in
§510.600(c) of this chapter.

(c) Conditions of use. (1) The drug is
indicated for the relief of pruritus and
inflammation associated with otitis
externa and certain superficial acute
and chronic dermatoses in the dog. It is
also indicated for the relief of pruritus
and inflammation associated with
acute otitis externa and certain super-
ficial acute and chronic dermatoses in
the cat.

(2) A small amount of solution is ap-
plied to the affected area 2 or 3 times
daily.

(3) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.

§ 524.981c Fluocinolone acetonide, neo-
mycin sulfate cream.

(a) Specifications. The drug contains
0.025 percent fluocinolone acetonide
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